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Office of the Chief Mediator and Ombuclsman 
5600 Fishers Lane, HF-7 
Rockville, MD  20857 

September l&l997 

Edward L. Korwelc 
Hogan &  Hartson, L.L.P. 
Cofum bia Square 
555 Thirteenth Street, M W  
Washington, DC 20004- 1 IO9 

Dear M r- KoNvek 

Tkis is to confirm  that your Septem ber 11,1997 ictter to this office concerning the 
. z&tory classification of Periostat@  (doxycydine hyclate capsules) has been refkred to 
the Cent&r for Drug Evah~ation and Rcscarch for fkther action. As discussed in our 
telephspe conversation last Tuesday, we’vicw your ietter as raising policy and 1egaI 
issues that are beyond the scope of 21 C-F-R Part 3, and are appropriately the province 
of CDER m auagcm ent. 

For fkrther inform ation, please contact Dr. M urray Lum pkin, Deputy Director for 
kwkw Managemcnt, CDER, at 30 l-594-5400- 

stcvcn H. uiijgr 
Ikp~ty, Office of the Chief M ediator 

and Ombudsman 

cc: Dr. M nrray Lum pkin 
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